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DETAILED ACTION 
Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/1 8/2007 has been entered . 

Drawings 

The drawings were received on 6/18/2007. These drawings are not accepted, 
see rejections below. 

Figures 2-8 should be designated by a legend such as -Prior Art-- because only 
that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings in 
compliance with 37 CFR 1.121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1.84(c)) so as not to obstruct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 
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The drawings are objected to under 37 CFR 1 .83(a). Tiie drawings must show 
every feature of the invention specified in the claims. Therefore, two valve seats of 
claims 1, 2, 5, 6, 11, 19 and 20, and the first position, second position and the default 
neutral position of the valve, and the must be shown or the feature(s) canceled from the 
claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

In response to the applicant's arguments, the examiner is objecting to the 
drawings under rule 37 CFR 1 .83(a), not 37 CFR 1 .81 , which clearly states that every 
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feature of the invention specified in the claims must be shown in the drawings. The 
neutral position of the valve is not shown in figure 11 nor does the specification indicate 
that figure 1 1 represents the neutral position of the valve. Regarding the new drawings 
17a, 17b and 17c, a schematic drawing cannot represent the open and closed positions 
of the valve when only details of relative positions of the internal parts and features of 
the valve can clearly show the respective positions. From the figures, it is unclear what 
the specific valve looks like in each of the three positions listed above, what features of 
the valve move with respect to the valve body when it switches between each of the 
three positions, and how it would return to a default neutral state when the supply 
pressure operating the valve is removed. Additionally, the examiner does not 
understand how the vale operates between the respective positions, and how it would 
return to a default neutral state when the supply pressure operating the valve is 
removed; see the 112 first rejections below. With that said, a detailed illustration 
showing every feature of the invention specified in the claims is hereby required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



Claims 2, 4, 1 1 and 19 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. Examiner is unsure of how the valve retums to its neutral state without the 
use of a spring return mechanism. There is no disclosure of any internal parts or 
features to the valve that indicate how it would return to a default neutral state when the 
supply pressure operating the valve is removed, nor does the specification explain how 
the valve returns to its neutral state. 

In response to the applicant's arguments, the fact that the valve has a default 
neutral state is not the basis of the 1 12 first rejections; it is that fact that it automatically 
returns to that default neutral state without a spring or supply pressure. The claim 
language reads, the "valve comprises a default neutral state... when supply pressure 
operating said valve is removed." if there is no supply pressure and no spring return 
mechanism, how does the valve return to the default neutral state from one of the other 
operating positions? 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the • 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 2, 4, 5, 7. 10-13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the applicant's admitted prior art of figure 1 (everything but the valve 
70), in view of Kintner (3,426,799). 

The applicants admitted prior art discloses a medical device coating unit 
comprising a three-way valve (70), a solution reservoir (11) connected to a first port, a 
solution receptacle (14) connected to a second port, and a solution outlet (12) 
connected to a third port. The medical device being adapted to withdraw the coating 
solution form the reservoir (11) through the valve (70) and into the solution receptacle 
(14) and expel the coating material from the solution receptacle (14) through the valve 
(70) and through the solution outlet (12). The admitted prior art does not specifically 
disclose that the valve is a pneumatically actuated three-way valve with no spring return 
mechanism and two valve seats. However, Kintner shows a pneumatic actuated valve 
(figures 1 and 2) and a three-way valve (figure 3), both having no spring return 
mechanism. The three way valve comprising first (22), second (23) and third (24) valve 
ports, and the pneumatic actuated valves include two pneumatic ports (8 and 6), and 
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two valve seats (any two of 13, 14 and 15). It would have been obvious to one of 
ordinary skill In the art at the time of the applicant's Invention to combine the teachings 
of figures 1 and 2 of KItner with the teaching of figure 3 In order provide a pneumatically 
actuated three-way valve, and substitute the new pneumatically actuated three-way 
valve of KIntner for the three-way valve of figure 1 In order to make the medical device 
operate more precisely by having a pneumatic return mechanism that can be adjusted. 

Regarding claims 2 and 1 1, as well as understood, the three-way valve of KIntner 
comprises a position in which all valve seats remain open (see figure 3). 

Regarding claims 4,12 and 13, the solution receptacle comprises a syringe (14) 
and the solution outlet comprises a spray nozzle (12). 

Regarding claim 7, the medical device of the admitted prior art as modified by 
KIntner includes a first tube (13a) having a first diameter coupled to the first port (8) and 
a second tube (13c) having a second diameter coupled to the second port (6). 

Regarding claim 10, the medical device of the admitted prior art as modified by 
KIntner includes one or more disposable fittings (16a, 16b, 16c, 16d). 

Claims 1-7 and 10-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Listen (3,817,425) In view of KIntner (3,426,799). 

Listen discloses a medical device coating unit comprising a three-way valve 
(300), a solution reservoir (272) connected to a first port (305), a solution receptacle 
(291) connected to a second port (307), and a solution outlet (226) connected to a third 
port (306). The medical device being adapted to withdraw the coating solution form the 
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reservoir (272) through the valve (300) and into the solution receptacle (291) and expel 
the coating material from the solution receptacle (291) through the valve (300) and 
through the solution outlet (226). Listen does not specifically disclose that the valve is a 
pneumatic actuated three-way valve with no spring return mechanism and two valve 
seats. However, Kintner shows a pneumatic actuated valve (figures 1 and 2) and a 
three-way valve (figure 3), both having no spring return mechanism. The three way 
valve comprising first (22), second (23) and third (24) valve ports, and the pneumatic 
actuated valves include two pneumatic ports (8 and 6), and two valve seats (any two of 
13, 14 and 15). It would have been obvious to one of ordinary skill in the art at the time 
of the applicant's invention to combine the teachings of figures 1 and 2 of Kitner with the 
teaching of figure 3 in order provide a pneumatically actuated three-way valve, and 
substitute the new pneumatic actuated three-way valve of Kintner for the three-way 
valve of Listen in order to make the medical device operate more precisely by having a 
pneumatic return mechanism that can be adjusted. 

Regarding claims 2 and 1 1 , the three-way valve of Kintner comprises a position 
in which all valve seats remain open (see figure 3). 

Regarding claim 7, the medical device of Listen as modified by Kintner includes a 
first tube (275) having a first diameter coupled to the first port (305) and a second tube 
(298) having a second diameter coupled to the second port (307). 
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Claims 1, 3, 6 and 14-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable the applicant's admitted prior art of figure 1-8, in view of Kintner 
(3,426,799). 

The applicants admitted prior art discloses a medical device coating unit 
comprising a three-way valve (20 the prior art valve with the spring return mechanism), 
a solution reservoir (11) connected to a first port, a solution receptacle (14) connected 
to a second port, and a solution outlet (12) connected to a third port. The medical device 
being adapted to withdraw the coating solution form the reservoir (11) through the valve 
(70) and into the solution receptacle (14) and expel the coating material from the 
solution receptacle (14) through the valve (70) and through the solution outlet (12), the 
three way valve comprising two valve seats and an air pressure diaphragm. The 
admitted prior art does not specifically disclose that the valve is a pneumatically 
actuated three-way valve comprising two air pressure diaphragms and with no spring 
return mechanism. . 

However, Kintner shows a pneumatic actuated valve that has a pneumatic port 
on one end, to move the valve assembly to the open position, and either a spring return 
mechanism (figures 4 and 5) or another pneumatic port on the other end (figure 4), to 
move the valve assembly to the closed position, therefore, Kintner teaches that an 
pneumatic port can be interchangeable with an return spring mechanism. 

It would have been obvious to one of ordinary skill in the art at the time of the 
applicants invention to replace the spring return mechanism of the admitted prior art 
valve with a pneumatic port, including an air pressure diaphragm, in order to move the 
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valve assembly in the opposite direction as the already existing pneumatic port and air 
pressure diaphragm, as taught by Kintner. This modification would give the valve more 
accuracy in positioning the valve assembly between the two valve seats. 

Regarding claims 6 and 20, one of ordinary skill in the art at the time of the 
applicant's invention would be able to supply a pressure source, to the medical device 
of the admitted prior art as modified by Kintner, that provides a pressure within a range 
of about 300 kilo-Pascals to about 500 kilo-Pascals in order to move the valve form the 
first position to the second position more accurately. 

With respect to claims 14-18, the use of the apparatus of the applicant's admitted 
prior art, as modified by Kintner, inherently performs the steps and methods of the 
claims. 

Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
the applicant's admitted prior art (figures 1-8), in view of Kintner (3,426,799) further in 
view of Chemline Plastics Ltd. (2001). 

The applicant's admitted prior art as modified by Kintner shows all aspects of the 
applicant's invention as in claim 5, including threaded inserts (14, 15, 16), but does not 
specifically disclose that it contains stainless steel threaded inserts. However, Chemline 
Plastics Ltd. shows a pneumatic valve with stainless steel threaded inserts (page 2). It 
would have been obvious to on of ordinary skill in the art at the time of the applicant's 
invention to substitute the stainless steel threaded inserts of Chemline Ltd. for the 
threaded inserts of the applicant's admitted prior, art as modified by Brown, in order to 
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prevent corrosion. Additionally, it is well known that stainless steel is an obvious choice 
of material for medical devices due to its ability to resist corrosion and be easily 
cleaned. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the applicant's invention to make the valve body out of stainless steel in order to 
prevent corrosion. 

In addition, It would have been obvious to one of ordinary skill in the art at the 
time of the applicant's invention to make the valve body out of stainless steel along with 
the threaded inserts, since it has been held to be within the general skill of a worker in 
the art to select a know material on the basis of its suitability for the intended use as a 
matter of design choice (In re Leshin, 125 USPQ 416). 



Response to Arguments 

Applicant's arguments filed 6/18/2007 have been fully considered but they are 
not persuasive. 

Applicant has indicated figure 1 as being an existing sent spraying apparatus in 
paragraph 12 of the originally filed specification, but also indicates that the valve 70 of 
figure one is not prior art (paragraph 24 of the originally filled specification). Therefore, 
all of which is shown in figure 1 except the valve 70 has been indicated as prior art and 
is fair game to be used in a rejection. Examiner notes that the valve 70 of figure 1 has 
been either modified or replaced in the above rejections. 
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Regarding the applicants remarks on the 112 first rejections, the examiner is still 
unsure as to how the valve returns to its neutral state without the use of a spring return 
mechanism. If the valve is in the closed position, and the pneumatic forces are removed 
form both pneumatic ports simultaneously, how does the valve member move form the 
closed position to the open position without the use of a spring return mechanism? This 
is the same argument made by applicant in the remarks filed on 10/10/2006 towards the 
Kitner reference. If the valve present invention can return move form a closed position 
to an open position without the use of a spring, or any pneumatic forces, then the valve 
of Kitner can so as well. 

Regarding the applicants remarks towards the Kitner reference, Kitner discloses 
multiple embodiments including dual pneumatically actuated valves, three way valves 
and spring return valves. Kitner discloses a multiple valves with multiple means form 
operation, the rejection merely combines the three way valve of figure 3 with the means 
for operation shown in figures 1 and 2. The dual actuated valves comprising valve seats 
(any two of the three 13, 14 and 15) and air pressure diaphragms (the elements on the 
outside of members 10 and 12). The air pressure diaphragms and valve seats of Kitner 
are air pressure diaphragms and valve seats to the same extent that the present 
invention has air pressure diaphragms and valve seat. Specifically, it appears form the 
figures that the air pressure diaphragm 78 is mounted on the piston 77 (or plunger) just 
as the air pressure diaphragm of Kitner is mounted on the piston 30 (or plunger). 
Additionally, figure 4 and 5 of Kitner are not being used to teach a three way valve as 
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shown in figure 3, but are used to disclose that a dual actuated pneumatic valve is 
interchangeable with a single pneumatic/spring return valve, see the rejection above. 

Regarding the applicant's remarks towards claim 7, examiner respectively notes 
that the first diameter and the second diameter have not been claimed to be different in 
length. 

Regarding the applicant's remarks towards claims 8 and 9, the threaded inserts 
disclosed on page 2 of Chemline Plastics appear to be stainless steel (see the not In the 
middle of the page). Also, the rejection of claim 9 does not specifically disclose that 
Chemline Plastics discloses a stainless steel body, but merely states that material 
choice is a matter of design choice and it would have been obvious to one of ordinary 
skill in the art to make the body out of stainless steel. 

Conclusion 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason J. Bdeckmann whose telephone number is (571) 
272-2708. The examiner can normally be reached on 7:30 - 5:00 m-f, first Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin P. Shaver can be reached on (571) 272-4720. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Infomriation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 MO. 




SUI 



IPEBVISORY PATENT EXAMINER 
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